PHU LUC 1: DANH SACH HO SO’ PE NGHI CONG BO CO’ SO’ SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

KHONG PAT YEU CAU
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( Theo céng van s6 18661/QLD-CL ngay 23/09/2016 cia Cuc Quan ly Dwoc)
TEN CO’' SO’ SAN - GIAY CH. | NGAY ~ DN DE NGHI . R -
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG B6 LY DO KHONG PAT YEU CAU
1 |Merck Sharp & Molenstraat 110, 5342 CC |NL/H Health Care Inspectorate |Merck Co s& va Gidy chirng nhan GMP d3 duoc cong bd Dot 20, Stt 16. Khong céng bd lai.
Dohme B.V 0SS. The Netherlands 13/0069 S |- Pharmaceutical Affairs |Sharp&Dohme
(Tén phap ly: N.V. 8 and Medical Technology, |(Asia) LTd
Organon) § Netherlands
S
2 |Pierre Fabre Site Progipharm, rue du  |HPF/FR/258/| ' [French National Agency (VPDD Pierre H6 so da dugc cong bd dot 40, khdng cong ba lai.
Medicament Lycée, GIEN, 45500, 2015 8 for Medicine and Health [Fabre S.A.
Production - Gien |[France E Products Safety (ANSM)
N
3 |Astellas Ireland Killorglin, Co. Kerry, 10920 ©  |Health Products Congty TNHH  [Cong ty dé nghi b6 sung pham vi "Vién nang": Khéng ddng y vi dang bao ché "Vién
Co. Ltd Ireland 8 Regulatory Authority DKSH Viét Nam [nang cirng" d3 c6 trong pham vi céng bé tai dot 41, STT 23.
S
8
4 |Medac TheaterstraRe 6, 22880 DE_SH 01_ o |Coquan tham quyén Cong ty TNHH Pham vi chitng nhan 13 cdng doan déng gdi va xuat xwdng, khéng 1a toan bé cong
Gesellschaft fur  |Wedel, Germany GMP 2016 | © [buc Duwoc pham doan san xuat san pham.
klinische 0014 % Bach Viét Dé nghi cdng ty cung cap tai liéu chirng minh san pham dwoc san xuat qua cac cdng
Spezialpraparate g doan tai cac co s& san xuat dat tiéu chudn PIC/S-GMp, EU-GMP.
m.b.H -
5 |Vetter Pharma-  |Vetter Pharma-Fertigung [DE_BW_01_| , |Co quanthdm quyén AstraZeneca Céng ty dé nghi b6 sung dia chi phap ly.
Fertigung GmbH &|Schutzenstr. 87 und 99- |GMP_2015_| & |buc Singapore Pte, |Tuy nhién, Cuc Quan ly Dugc chi cong bo theo dia chi co s& san xuat, khéng céng bé
Co. KG 101, 88212 Ravensburg, 0092 S Ltd theo dia chi vdn phong.
Germany %
6 |Baxter Healthcare [25212, W. Illinois Route 9UX5-CCU9 .~ |United States Food and |VPDD Baxalta 1. Tai n6i dung CPP ¢ dé cap tdi 2 nha san xuat khac |13 Baxalta US Inc (91362 US) va
Corporation 120, Round Lake, IL 60073,|WHO S Drug Administration Singapore Baxalta US Inc (90039 US), dé nghj lam ré cac nha mdy nay tham gia cong doan san
USA S |us. Foa) XUt nao?
§ 2. Tai Dot 29, san pham d3a dugc cdng bé theo CPP clia M§ cap 5/3/2015, han téi
o~ 04/3/2017. Vi vdy khéng tién hanh cdng bé lai.
7 |Baxter Healthcare |25212, W. lllinois Route  [8R9R-82QP United States Food and |VPDD Baxalta 1. D& nghij cdng ty gidi trinh: Tai ndi dung CPP c6 dé cip tdi 2 nha sdn xuat khac 1a
Corporation 120, Round Lake, IL 60073,|WHO 2 [Drug Administration Singapore Baxalta US Inc (91362 US) va Baxalta US Inc (90039 US), d& nghi lam rd cac nha may
USA 8 (U.S. FDA) nay tham gia cdng doan san xuat nao?
8 2. Tai Dot 29, san pham d3a dugc cdng bé theo CPP clia M§ cap 5/3/2015, han téi
3 04/3/2017, con gidy chirng nhan CPP nay la cdp ngay 15/10/2015, han t&i
14/10/2017. Vi vay khéng tién hanh céng bd lai.
8 [|Medinova AG Eggbiihlstrasse 14, 8050 |[15-1522 1 |Swissmedic, Swiss Cong ty TNHH Co s& chi ¢ hoat déng kiém nghiém va xuat xwdng, toan bd hoat dong san xuat |a
Zurich, Switzerland 8 Agency for Therapeutic |DKSH Viét Nam |hop dong tai co s& ngoai. Vi vay khong dap ¢ng.
5 Product
*

Danh sach co s& Khéng dat

Trang1/2

bot 44




TEN CO SO’ SAN . GIAY CH. | NGAY . DN DE NGHI . . -
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG B6 LY DO KHONG DAT YEU CAU
9 |Gentle Pharma No.2, Fon Tan Rd., Fon Tan|2918 ©  |Ministry of Health and  |Cong ty CP XNK |Gidy chitng nhdn da duoc cong bé Dot 42 STT 44. Khong cong bé lai.
Co., Ltd. Ind. Dist., Da Bi Hsiang, 8 Welfare, Republic of Y té Viét Nam
Yunlin Hsien, Taiwan S |China (Taiwan)
=
(q\]

10 [Sanofi Winthrop |1 rue de la Vierge, HPF/FR/68/2 National Agency for the [Sanofi Aventis |Cuc QLD chi cdng b8 céc day chuyén san xuat theo gidy chirng nhan GMP, khong kém
Industrie - Carbon [Ambares et Lagrave, 016 Safety of Medicine and |Singapore Pte., |theo co ché tac dung. Dang "vién nén gidi phéng chadm" thudc dang bao ché "Vién
Blanc Carbon Blanc, 33565, o |Health Products (ANSM), [Ltd nén" d3 dugc cdng bé.

France § France
(* Cach ghi khac: P

1 rue de la Vierge, §

Ambares et Lagrave, -

Carbon Blanc Cedex,

33565, France)

11 [Sofarimex - Av. Das Industrias - Alto  |F027/S1/MH| , |National Authority of Céngty TNHH  [P3 céng b6 dot 43 STT 13, khéng cdng bé lai
Industria Quimica |do Colaride, Cacém, 2735- [/001/2016 § Medicines and Health Dugc pham Lién
e Farmacéutica, 213, Portugal © |Products (INFARMED), Hop

o
S.A. > |Portugal
o
12 [Sanofi Winthrop |30-36 avenue Gustave HPF/FR/253/| ., |National Agency for the [SanofiAventis |Cuc QLD chicdng b6 cac day chuyén san xuat theo gidy chirng nhdn GMP, khéng kem
Industrie - Tours [Eiffel, Tours, 37100, 2015 § Safety of Medicine and |Singapore Pte., |theo co ché tac dung. Do d6, khéng céng bé dang bao ché "vién nén gidi phdng
France S |Health Products (ANSM), [Ltd chdm" theo yéu ciu clia cdng ty.
i
- |France
(gV]
13 [Sanofi Aventis, SA |Ctra. C35 la batlloria a NCF/1513/0 1 |Ministry of Health of Sanofi Aventis  [Cuc QLD chi cdng b6 cac day chuyén san xuat theo gidy chirng nhan GMP, khéng kém
Hostalric, km 63,09, 17404 |01/CAT 8 Government of Singapore Pte., [theo co ché tdc dung. Dang "vién nén khang aicd da day" thudc dang bao ché "vién
Riells | Viabrea (Girona), 8 [Catalonia, Spain Ltd nén" d3 dugc cdng bé.
Spain g
14 |S.C. Sindan- B-dul lon Mihalache nr. 012/2016/R © [National Agency for VPDD Actavis Co s& d3 dugc cong bb Dot 43 STT 43, khdng cdng bd lai.
Pharma S.R.L 11, sector 1, Bucuresti, 0] 8 Medicines and Medical [International
cod 011171, Romania S |Devices (NAMMD), Ltd.
5 Romania
15 |PT. Merck Sharp [|JI. Raya Pandaan Km,48, |3926/CPOB/ « [|National Agency for Drug|VPDD Merck Co s& chi cé hoat dong dong goi, khdng phai 1 toan bd quy trinh san xuat nén khéng
Dohme Pharrma [Pasuruan, Jawa Timur, A/I1/13 § and Food Control Sharp & Dohme |dap ¢ng yéu cau.
Tbk Indonesia « |Indonesia (NADFC) (Asia) Ltd. tai
2 Viét Nam
w v
i
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